This .-epo<i reqMired by taw (7 USC 2143). Failure to report according 
can 


to the regulabons NOV 1 8 2002 See attached form for 


interagency Report Control No.; 


addibortal information 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERTIFICATE NUMBER: 

35-R-0030 

CUSTOMER NUMBER: 

640 



Covance Laboratories, Inc. 
3301 Kinsman Boulevard 
Madison, Wl 53704 

Telephone: (608) -242-2712 


3. REPORTING FACILITY { List all locations wtiere animals were housed or used in actual research, testing, or eiipenmentatlon. or held lor these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS (SltetJ - See Atached Usting 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach addiUonal sheets If necssearv or use APHIS Form 7023A I 


A 

B. Number of 
animals being 
bred. * 

C. Number of 
animals upon 
which teaching, 

D. Nurnber of animals 
upon which 
experiments, teaching. 

E. Nurrtier of animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 

F, 

TOTAL NUMBER 

OF ANIMALS 

Animals Covcrttl 

^diboned. or 

research. 

research, surgery, or 

to the animals and for which the use of appropriate 

By Th« Animal 

held for use in 

experiments, or 

tests were conducted 

anesthetic, arulgesic, or trariquilizing drugs would 

Walfart Ragufatlons 

teaching. 

tests were 

inwolvirtg 

have adversely affected the procedures, results, or 

( COLUMNS 


testing. 

conducted 

accorrpanying pain or 

interpretation of the teaching, research, experiments. 


experiments, 
resevch. or 
surgery but not ye 

involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

distress to the animals 
and for which j 

appropriate anesthetic, a 

1 

surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animais and the 
reasor^s such drugs were not used nirsl be attached to 

1 

C + D + E) 



4. Dogs 


5. Cals 


6. Guinea Pigs 


7. Hamstera 


8. Rabbits 


9. Noivhuman Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


1} Ptpfesslonelly acceptable standards governing the care, traatmenL and use of animala, induding ^propriata use of snestetic, analgesic, and trenquillzing drugs, prior to, during, andfollcwing 
actual rasaarch, teaching, lasting, surgery, or axpsrimantalion wars followsd by this research ladlity. 

2) Each principal invastigalar has considaredattamattves to painhjlprocsduras. 

3) This facility is adhering to the standards and regulations under the AcL and it has raqutrsd that exceptions to the standards and regulations be spaciriad and explained by the prlncipsl 
investigator and approved by the Institutional Animal Cara arrd Use Ccmmillaa (lACUC). A summary of alt such exceptions Is attached to this annual report In addition to identifying the 
tACUC.apprDved exceptions, mis summary indudas a brief axpianation of the axcapdoris, as wall as the spades and number of arrimals affsdad. 

4) The atterxiing veterinarian for mis rasaarch facility has appropriate authority to ensure the provision of adertuale veterinary care and to oversea the adequacy of other aspeds of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
( Chief Executive Offleer or Legally Responsible Institutional Official ) 


I NAME i TITLE OF C-E.O. OR INSTiTUTIONAL OFFICIAL ( Type or Pml 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT S8J. which Is cbsoleie. 

( AUG 91 ) 




DATE SIGNED 





























il '30 


35-R-0030 


ATTACHMENT 1 


Facility Sites Listing 


Site: 001 
Status: Active 


Site: 002 
Status: Deleted 


Site: 003 
Status: Deleted 


Site: 004 
Status: Deleted 


Covance Laboratories Inc. Contact: 
3301 Kinsman Boulevard 
Madison, WI 53704 
County: Dane 

ASL 

Building 3 
3802 Packers Ave. 

Madison, WI 53704 
County: Dane 

Oak Grove Farm 
5919 Oncken Road 
Waunakee, WI 53549 
County: Dane 

Sunrise Farm 
AEF Building 
6315 Kopp Road 
Waunakee, WI 53549 
County: Dane 



3 ^' 


ATTACHMENT 2 
Page 1 of 1 


Attachment to USDA Annual Report 2002 
Explanation regarding animals listed in category E 


Rabbits: 

18 

Skin Irritation/Toxicity Studies 


20 

Ocular Irritation Studies 


38 

Rabbits in category E 

Guinea Pigs 

488 

Dermal Sensitization and Maximization Studies 


488 

Total guinea pigs in category E 


Category E includes 1 8 rabbits involved in skin irritation or toxicity studies. Animals 
identified as having pain are those that developed focal skin necrosis resulting from 
administration of test material. Treatment of the skin lesion with anesthetics would 
potentially interfere with the observations and the endpoint of the study. Any animals 
that exhibited behavioral signs of discomfort were removed from the study and humanely 
euthanatized. 

Twenty (20) rabbits in category E were used on eye irritation studies. Rabbits on eye 
irritation studies are routinely administered predose topical anesthetics when 
prescreening of the test material suggests a potential for ocular irritation. These 20 
animals represent instances where unexpected irritation was noted as judged by the 
animal pawing at the treated eye and/or vocalizing. Treatment of the eye with analgesics 
following test material administration would potentially interfere with the observations 
and the endpoint of the study. Any animals exhibiting extreme ocular damage or more 
than momentary discomfort were removed from the study and humanely euthanatized. 

Category E includes 488 guinea pigs involved in Dermal Sensitization and Maximization 
studies. Animals identified as having pain are those that developed focal areas of skin 
necrosis resulting from administration of test material or injections of Freund’s Complete 
Adjuvant. Treatment of skin lesions with anesthetics would potentially interfere with the 
observations and the endpoint of the study. 

All of the above listed animals in category E were used on studies going to regulatory 
agencies regarding product safety or toxicity testing. These tests are required of our 
clients by state, federal, or regulatory agencies. During the conduct of these studies it 
was imperative that the animals receive no drugs that might interfere with the testing in 
order to assure study validity. These activities and procedures of conduct for the studies 
were reviewed and approved by the Institutional Animal Care and Use Committee. 

The regulations that may require these procedures included 21 CFR 58 (FDA), 40 CFR 160 
(EPA-FIFRA), 40 CFR 792 (EPA-TSCA), ENV/MC/CHEM(98) 17, Revised 1997, Issued 1998 (OECD), 
59 NohSan No. 3850 (Japanese MAFF), and Ordinance 21 (Japanese MOHW). 


' 9 ^ -oosC) 


ATTACHMENT 3 


SUMMARY OF EXCEPTIONS 


There were no exceptions to the standards in 2002, 



Tlni> ;euo.l *\ i&(|i>«red by lk>w |7 PjtliiXj l(j iL‘|>or| 4icf.urdtity (ti liil: *4:i)uUI<oi<b CJii j ^ ^ 

rl^uH in jii utoer 10 ccoiiU tind Ucsibi dfK) tu be lo penaftics as p«dv«dei/ loi ir» SecDon tfiSO 'I 


UNITEO STATES PEPARTMEN7 OF ACmCUlTUfiE 
ANtMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 


Sttli ri«vurse still.- Iu> 
dddilioiidl iiiloimaliufi 




1 ) Pr«lflssion»ltv acceptable siandatds governing} Ihe cpie, irealfiieni, and use ol animals, including wpproriale use ol anesfhetic, analgMic, and Iranquiii/mg drugs, prior lo. duririg, 
and lolioieirig actual reveurch, leaching, lesling, surgery, or eMpenmenlolion were (Allowed by Ihiv research facility. 

?) Each principal mvesifgatur has considered alternalives lo painful procedures 

3|. This lacilily Is ediierirtg lo the Standards and regulations uiidei the Act, and it has reiluired Thai exceptions to Ihe slaiidards and reguiotiont be spocitied and exptpinod by the 
pf inctpal invasiigolur and approved by the InsiMulionol Anuiia) Cart and Use Coinmiiiee ilACUCl A summary of til luch ctccptlont la attached to Ihta annual report In 
addilion lo ideriiilying Ihe lACUC-approved exceplioi>s. this summary includes a bnel explanation ol Ihe exceptions, as well os Ihe species ami number ol aninwls altecled- 

4) the allending vaicrmarian luf Ihis reseuich lacilily has apixopttaie aulhoriiy to ensure the pruvisiun of adequate veterinary care and lo oversee Ihe adequecy ot aiher aspects of 
annual care and use. 


CEKTinCA-riON BY lIKAnQUAKTKS RRSEAKCll rACll.n'Y OKFICIAl. 
(Chier Executive Officer or Legally Kospunatblo Inalilulionat Official) 

I (xirtily that Itie above is Iriw, coirnct, and c:uiiH>lvle <7 U S C S«<;f«on ?t4a| 



signature of C.E.O. OR INSTITUTIONAL OFFICIAL 


I name i TITLE OF C E-O. OR INSTITUTIONAL OFFICIAL (Type or Ptmt) 




OCT 68). Mnic), IS ocsoliile ) 


p^L 


=>ART * - -zi-.r-O 























STERILIZATION 
TECHNICAL 
SERVICES 

division of S!S duoTEK. inc. 

7500 West HenftetlQ Rd » Rush, New York 14543 « Tel: 7 16-533- U72 » Fox: 7T6-S33-1796 

Annual Report Addendum. 2000, Facility No. 2i-R*168 
Category £ Hxplaiution 

The Guinea Pig Test is a procedure which determines the 

allergenicity of nwtenals^Pmntua^l^quired by the FDA Modified ISO 10993-1 matrix for 
prcclinical evaluations of Class 11 and III medical devices. In this procedure, an adjuvant and 
saline extract are injected intradermally. The adjuvant enhances the immune resp onse and do e.s 
result in le.sion formation at the injection site. These lesions, ranging in size from|^y[||H 
not treated due to the possible interference or enhancement of the sensitization 
response. In order to determine the health .status of these animal.s, daily ob.servations are 
performed and animal health technical personnel evaluate the sites. Any abnormal findings arc 
reported to the Attending Veterinarian for assessment. During this period. 10/01/99 to 9/30/00, 
none of the 2931 guinea pigs used in this evaluation required additional veterinary care for 
problems related to the lesions. 

In order to address pain and distress, the Attending Veterinarian re.searched analgesics and an 
appropriaie oral medication which would no t affect the animals’ fluid intake was not available. 
The nature of the Guinea negates the use of topical analgesia. We also 

performed weight trends and the animals exhibited weight gain throughout the test procedure. 

The animals ambulated normally and only vocalii;ed when handled (as is the case with untreated 
guinea pigs). 




This required by law (7 USC 2M3), Failure lo report according (o iha regulaiions can See reverse side for *^11 IrUeragency Repcn Contrci No 

result in an » der to cease and desist and to be subject to penalties as provided fo*' m Secrion 2i 50 additional tn^ormaticn O150-OOA-AN 


See reverse side for « ■ 

additional in^ormaticn 




UNITED STATES DEPARTMENT OF AGRtCULTURE 
AN/MAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 


FORM APPROVED 
OMa NO 0575 -:036 


2. headquarters RESEARCH FACtUTY (Name anb Aoeress. aareg/srereci w/rn uSOA 
inciu09 Ziff Code) 

STS DUOTEK. iNC. 

7500 W. HENRIETTA ROAD 
RUSH. NY 14543 
{716i 533-1672 


3. REPORTING FACILITY (List all locations where animaie ware housed or used m actual research, testing, leaching, or expenmentaiion. or held far these purposes. Attach addibonai 
sheets if necessary ) 


FACILITY LOCATlONSfs<fes; 


See Attached Listing 


1 2 - 63-20 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach atiOitionai sheet* if necessary or use APHIS FORM 7023A ) 


Animus Covered 
By The Animal 
welfare Regulations 


conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Ngmoerof 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pa tn- 
reiieving drugs. 


O. Number of arxmais upon 
whitfi experiments, 
teaching, research, 
surgery, or teats were 
conducted involving 
accompanying parn or 
distress to the animals 
end for which appropnaie 
anesthetic; analgesic, or 
tranquiiizing drugs were 
used. 


E, Number of animals upon wnicn leaching, 
expenments. nesearch. surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of approphaie 
are$thetic.analg8sic. or tranquiiizing drugs would 
have adversely affected the procedures, rasuits. or 
interpretabon d the teaching, research, 
exoenments. surgery, or tests. (An e*ff*anation of 
tne procedures producing pa/o or distress in these 
animals and the reasons such drugs were not used 
must be aiTachedfo this report) 


TOTAL NO 
OF ANIMALS 



ASSURANCE STATEMENTS 


1} Professionally acceptable standards governing the care, treatment, and use or animals, including acprcpriate use of anesthetic, analgeeic, and tranquiiizing drugs, prior to. dunng. 
and foBowmg actual research, teaching, testing, surgery, or experimentabon were followed by this research facility. 

2) Each principal investigator has ^nsidered alt&natives to painful procedures. 

3) This facility s adhering to the sienderds and regulations under the Act. and it has required met excepiions to the stenderds and regulations be speciAed and explainad by the 
principal investigator and approved by tha Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is sitachod to thia annual report, tn 
addition to identifying Iht lACUC-approved exceptions, this summery includes a brief explanation of the excspfions, as well as the spocias and number of animals affected. 

4 > Tha attending vetannartan for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of ammai care and usa. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and connolele (7 U.S.C. Section 2143) 


lil5ofol 

EAOQUARTERS 
































APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 
Customer Number: 
Faciiity: 


21-R-0168 

402 

STS OUOTEK. INC. 

7500 W. HENRIETTA ROAD 
RUSH, NY 14543 
(716)533-1672 


STERILIZATION TECH SERVICES 
7500 W. HENRIETTA RD 
RUSH. NY 14543 





STERILIZATION 
TECHNICAL 
SERVICES 

division of STS duoTEK. Inc. 

7500 West Henrietta Rd. • Rush, New York 14543 • Tel: 716-533-1672 • Fax; 716-533-1796 

Annual Report Addendum, 2001 , Facility No. 21-R-168 
Category £ Explanation 

The Guinea Pig^^B||||||||||||||H||||||HTest is a procedure which determines the 
allergenicity of materials. This study is required by the FDA Modified ISO 10993-1 
matrix for preclinical evaluations of Class II and III medical devices. In this procedure, 
an adjuvant and saline extract are injected intradermally. The adjuvant enhances the 
immune response and does resul^r^esior^ormation at the injection site. These 
lesions, ranging in size from^^l^^^HHare not treated due to the possible 
interference or enhancementortnesensiti^tion response. In order to determine the 
health status of these animals, daily observations are performed and animal health 
technical personnel evaluate the sites. Any abnormal findings are reported to the 
Attending Veterinarian for assessment. During this period, 10/01/00 to 9/30/01, none of 
the 2,066 guinea pigs used in this evaluation required additional veterinary care for 
problems related to the lesions. 

In order to address pain and distress, the Attending Veterinarian researched analgesics 
and an appropriate oral medication which woul^To^ffect the animals’ fluid intake was 
not available. The nature of the Guinea PigQ^^Hjj^^^est negates the use of 
topical analgesia. We also performed weight trends and the animals exhibited weight 
gain throughout the test procedure. The animals ambulated normally and only 
vocalized when handled (as is the case with untreated guinea pigs). 




